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Related Appeals and Interferences 

There are no related appeals or interferences. 

Status of Claims 

Claims 1-91 were originally filed. Claims 62-74 were cancelled in response to a 
restriction requirement. Claims 3-7, 9-10, 14-15, 17-20, 22-23, 27-45, 51-53, 59-61 and 75-91 
were subsequently cancelled by amendment. This is an appeal of the rejected claims 1-2, 8, 1 1- 
13, 16, 21, 24-26, 46-50 and 54-58. No other claims are pending or have been cancelled. 

Status of Amendments 

A response was filed subsequent to the final rejection, but the claims were not amended 

therein. 

Summary of the Invention 

The present invention is an implantable tissue approximation device that includes a 
supportive backing 408 and one or more attachment points 406 extending therefi-om, as 
illustrated in Fig. 4B below. 



406 




FIG. 4B 

The attachment point(s) extend fi-om the front side of the backing in a non-orthogonal manner, 
which ensures tissue penetration and approximation stability, and reduces tissue irritation after 
device installation (see specification, page 24, lines 3-16). The supportive backing includes at 
least one through-hole 1530 formed therethrough, which provides a means for using a fastener 
such as a pin or screw (see specification, page 51, lines 8-1 1), or an extension member 1710 (see 
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Specification, page 55, lines 12-18), to secure the backing to tissue or bone, as illustrated in Figs. 
33A and 37C/D: 




Multiple through-holes 1530 enable the backing to not only distribute tension from the tissue 
engaged with the tines, but can additionally be used to secure the underlying bone together, such 
as setting fragmented bone, as described on page 52, lines 14-17 of the specification and 
illustrated in Fig. 33E: 




Issues 

The issues on appeal are: 

1. Do claims 1-2, 8, 11-13, 16, 21, 24-26, 46-50 and 54-58 fail to comply with the 35 
U.S.C. §112 written description requirement by incorporating new matter into the claims. 

2. Are claims 1-2, 8, 11-13, 16, 21, 24-26, 46-50 and 54-58 anticipated by or rendered 
unpatentable over U.S. Patent 5,352,229 (Goble), U.S. Patent 4,548,202 (Duncan), U.S. Patent 
5,779,706 (Tschakaloff), and/or US Patent 6,1 10,100 (Talpade). 
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Grouping of the Claims 

The claims do not stand or fall together. Applicants consider claims 1-2, 8, 11-13, 24-26, 
46-47, 49, and 55-58 to be separately patentable from claims 21 and 54, and separately 
patentable from claims 48 and 50. 

Attachments 

Attached herewith please find an appendix containing the claims involved in the appeal. 

Argument 

L Rejection Under 35 U.S.C. 112 

Claims 1-2, 8, 11-13, 16, 21, 24-26, 46-50 and 54-58 stand rejected under 35 U.S.C. 112, 
first paragraph, as allegedly failing to comply with the written description requirement because 
the phrase "at least one attachment point extending from the front side of said backing in a non- 
orthogonal manner" lacks support in the original disclosure. 

The Applicants respectfiiUy traverse this rejection. The non-orthogonal orientation of the 

attachment point relative to the backing is disclosed on page 24, lines 3-16 of the specification, 

and is shown in various figures, all as originally filed . For example, the specification states: 

"Attachment points may be canted in one direction (500), such as toward the 
center of the device as shown in Figure 5 A. The attachment points may also be 
variously oriented, such as toward center (502) and erect (504), or toward center 
(502) and away from center (506). It is within the scope of this invention to have 
attachment points extending in any relative direction or orientation on the 
backing." (Page 24, lines 7-12) 

Moreover, Figs. 2C, 4B, 5 A, 5F and 6B are just some examples of drawings as originally filed 
that clearly illustrate attachment points extending from the front side of the backing in a non- 
orthogonal manner: 
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408 




FIG; 5A 



FIG. 2C 



FIG. 4B 




516 



602 



FIG. 6B 



Therefore, it is respectfully submitted that this rejection is erroneous and should be 
withdrawn. 

II. Rejections Under 35 U.S.C. 102 and 103 

Claims 1-2, 13, 16, 18, 21, 24-26 and 54 stand rejected under 35 U.S.C. § 102(b) as being 
anticipated by US Patent 5,352,229 (Goble). 

Claims 8, 11-12, 46-47 and 49 stand rejected under 35 U.S.C. §103(a) as being 
unpatentable over Goble in view of US 4,548,202 (Duncan). 

Claims 8, 46-47 and 49 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Goble in view of US Patent 5,779,706 (Tschakalofif). 

Claims 48 and 50 stand rejected imder 35 U.S.C. §103(a) as being unpatentable over 

Goble. 

Claims 55-58 stand rejected imder 35 U.S.C. § 103(a) as being unpatentable over Goble in 
view of US Patent 6,1 10,100 (Talpade). 

Rejection of Claims 1-2. 13. 16, 18. 21. 24-26 and 54 Under S 102(5) 

Claims 1-2, 13, 16, 18, 21, 24-26 and 54 stand rejected under 35 U.S.C. §102(b) as being 
anticipated by US Patent 5,352,229 (Goble). 
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A claim is anticipated only if each and every element as set forth in the claim is foimd, 
either expressly or inherently described, in a single prior art reference. Verdegaal Bros, v. Union 
Oil Co. ofCalifomia , 2 USPQ2d 1051, 1053 (Fed. Cir. 1987). The AppHcants respectfully 
submit that Goble fails to expressly or inherently describe each and every element of claim 1 . 

Claim 1 recites a supportive backing that combines at least one through-hole, and at least 
one attachment point extending from the front side of the backing in a non-orthogonal manner . 
This claimed combination combines non-orthogonally extending attachment point(s) (for 
improved tissue penetration and stability, and reduced tissue irritation), with through-hole(s) to 
secure the backing to tissue or bone (for positioning and/or bone fracture repair). 

In contrast, Goble discloses an arbor press staple and washer, which includes a flat plate 
3 1, an opening 33 formed in the plate to allow threaded pin 24 to pass there-through, and a 
plurality of straight spikes 35/36 (Col. 5, line 55 to Col. 6, line 28; Fig. 2) that extend from the 
plate 31 in an orthogonal manner so that the direction of the spikes match their movement. As 
the flat plate 31 is moved vertically (relative to staple 16), spikes 35/36 travel into Ugament 12 
and may travel into the bone surface (Col. 6, lines 46-52; Fig. 4), as shown below in Figs. 2 and 
4: 
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The spikes 35/36 in Goble are clearly shown in the figures as extending from the bottom 
surface of plate 31 in an orthogonal manner (see Figs. 2, 4 and 5), and the Goble specification 
expUcitly states that the spikes "extend at right angles" from the undersurface of the flat plate 31 
(Col. 6, lines 13-17). Thus, Goble fails to anticipate claim 1. In fact, Goble teaches away from 
the claimed combination of claim 1 because any non-orthogonal extension of the spikes of Goble 
would be incompatible with the vertical movement of plate 31 as threaded pin 24 is operated. 

On page 2 of the Final Office Action, the Examiner asserts that Goble does teach 

attachment points extending from the backing in a non-orthogonal manner: 

"The attachment point 35 extends from the backing 31 in a non-orthogonal 
manner, since the sides of the extension to which the attachment point 35 is 
connected to the backing 31 project from the backing 3 1 as an angle to the surface 
from which they extend. There is no 90° angle between the side of the extension 
to which the attachment point 35 is connected; on the contrary, the angle is 
approximately 45°, which would make the 'at least one attachment point 35 
extending from the front side of said backing 31 in a non-orthogonal manner.'" 

The Examiner's explanation relies on an "extension" to which the attachment point 35 is 
connected to the backing. Yet, no such extension is shown in the drawings, and the term 
"extension" cannot be found in the Goble specification, hi the Applicants' March 24, 2005 
response to the Final Office Action, it was noted that no "extension" was shovm in the drawings 
or described in the specification of Goble, and that if the Examiner maintained this rejection, the 
Applicants requested that the "extension" relied upon for the rejection be identified with better 
specificity. In the Advisory Action issued in response thereto, the Examiner simply recited the 
above quoted language verbatim, with no fiirther clarification. 

The Applicants also noted that if the Examiner was somehow construing "attachment 
point" as limited only to the very tip of the spike, that such an interpretation would be contrary to 
the specification and the claims. The Applicants' disclosure (against which the claims are 
construed) makes explicitly clear that "attachment points" are tines or prongs, and not just the 
very tip of such tines or prongs (see page 21, lines 5+). More importantly, claim 1 recites that 
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the attachment point extends from the front side of the backing (in an non-orthogonal manner), 
not from any intermediary element such as an "extension". 

Therefore, it is respectfiiUy submitted that claim 1 (and claims 2, 13, 16, 21, 24-26 and 54 
dependent thereon), are not anticipated by Goble. 

It is fiuther submitted that claims 21 and 54 are separately patentable from claims 1-2, 8, 
1 1-13, 24-26, 46-47, 49, and 55-58 because none of the reference relied upon by the Examiner 
teach (or suggest) combining a plurality of non-orthogonally extending attachment points with 
one or more through holes disposed therebetween or interspersed therein. 

It is also ftirther submitted that claims 48 and 50 are separately patentable from claims 1- 
2, 8, 11-13, 24-26, 46-47, 49, and 55-58 because none of the reference relied upon by the 
Examiner teach (or suggest) combining a plurality of non-orthogonally extending attachment 
points and a through hole, with curved or concave backing front or back sides. 

Rejection of Claims 8, 11-12. 46-47 and 49 Under S 103(a) 

Claims 8, 11-12, 46-47 and 49 stand rejected under 35 U.S.C. §103(a) as being 
unpatentable over Goble in view of US 4,548,202 (Duncan). 

To establish prima facie obviousness of a claimed invention, all the claim limitations 
must be taught or suggested by the prior art. In re Rovka. 490 F.2d 981, 180 USPQ 580 (CCPA 
1974); MPEP 2143.03. Further, there must be something in the prior art as a whole to suggest 
the desirability, and thus the obviousness, of making the combination. Lindemann 
Maschinenfabrik GmbH v. American Hoist and Derrick Co .. 730 F.2d 1452, 1462, 221 U.S.P.Q. 
481, 488 (Fed, Cir. 1984). 

Claims 8, 1 1-12, 46-47 and 49 all depend from claim 1, which is considered allowable for 
the reasons set forth above. The addition of Duncan fails to remedy the deficiencies of Goble. 
Specifically, the combination of Goble and Duncan fails to teach or suggest the claim limitations 
of these rejected claims. 
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Additionally, the prior art references fail to suggest the desirability of making the claimed 
combination of elements. The text citations from Duncan relied upon by the Examiner regarding 
"facilitating healing", "hemostatic compression", and accommodating "varying tissue 
thicknesses" fail to teach or suggest flexibility, porosity, the use of mesh, net, or lattice, 
biodegradable/biological materials, or intra-operative shaping as recited in dependent claims 8, 
1 1, 12, 46, 47 and 19. More importantly, one having ordinary skill in the art would not modify 
the device in Goble to make it flexible, make it porous, make it out of mesh, net or lattice, or 
make it for intra-operative shaping as suggested by the Examiner, because the Goble device 
relies on the rigidity of plate 3 1 so that threaded pin 24 can spikes 35/36 through the ligament 
and on the bone surface (Col. 6, lines 46+). A primary reference may not be modified in light of 
or combined with one or more secondary references where the result would be to render the 
primary reference inoperable for its intended purpose. In re Gordon , 733 F.2d 900, 902, 221 
U.S.P.Q. 1 125, 1 127 (Fed. Cir. 1984). Therefore, the Apphcants respectfully traverse the 
conclusion that it would have been obvious to modify the Goble device as stated by the 
Examiner. 

Rejection of Claims 8, 46-47 and 49 Under § 103(a) 

Claims 8, 46-47 and 49 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Goble in view of US Patent 5,779,706 (Tschakaloff). 

Claims 8, 46-47 and 49 depend from claim 1, which is considered allowable for the 
reasons set forth above. The addition of Tschakaloff fails to remedy the deficiencies of Goble 
(i.e. the combination of Goble and Tschakaloff fails to teach or suggest the claim limitations of 
these rejected claims). Additionally, as stated above, it would not have been obvious to modify 
the Goble device in a manner that would render it inoperative for its intended purpose, which is 
the necessary result of combining Tschakaloff with Goble. 
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Rejection of Claims 48 and 50 Under S 103(a) 

Claims 48 and 50 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over 

Goble. 

Claims 48 and 50 depend from claim 1, which is considered allowable for the reasons set 
forth above. Moreover, claims 48 and 50 recite that the supportive backing front and back sides 
are curved or the back side is concave. The Examiner acknowledges that Goble fails to teach or 
suggest any such configuration of the backing. Listead, the Examiner premises this rejection on 
a general conclusion that it was well known to form implant devices in a curved configuration 
and thus it would have been obvious to so modify the backing. First, deficiencies in the factual 
basis cannot be supplied by resorting to speculation or unsupported generalities. In re Warner , 
379 F.2d 101 1, 154 USPQ 173 (CCPA 1967). Secondly, such rehance on what is allegedly well 
known fails to establish the requisite motivation for combining it with Goble. Thus, it is 
improper to rely on the stated general conclusion about allegedly known curved implant device 
configurations. Moreover, MPEP §2144.03 states that while Examiners may take official notice 
of facts outside of the record, if the applicant traverses such an assertion, "the examiner should 
cite a reference in support of his or her position". To the extent the Examiner is taking official 
notice of curved implant devices, and/or of the motivation to combine, the Applicants have 
specifically traversed this position, and received no cited references to support such a position in 
response. 

The Examiner also premises this rejection on a conclusion that the Applicants have not 
asserted that this specific configuration provides an advantage, solves a problem or serves a 
purpose different from a planar backing. To the contrary, page 52, lines 12-13 of the disclosure 
explicitly states that such devices are well suited for orbital reconstruction and suspensions 
where curves are desirable to accommodate facial bones. 

Therefore, it is submitted claims 48 and 50 are not rendered obvious by Goble, 
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Rejection of Claims 55-58 Under § 103(a) 

Claims 55-58 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over Goble in 
view of US Patent 6,1 10,100 (Talpade). 

Claims 55-58 depend from claim 1, which is considered allowable for the reasons set 
forth in Part 3 above. The addition of Talpade fails to remedy the deficiencies of Goble. 

Conclusion 

For all of these reasons, Applicants respectfully submit that the rejections based upon 35 
U.S.C. 1 12, 102 and 103 are in error and request the Board to affirm the patentability of the 
claims on appeal. 

Respectfully submitted, 

DLA PIPER RUDNICK GRAY CARY US LLP 



Dated: ^^/y ^e<P.^ By: ^ 

Alan A. Limbach 
Reg. No. 39,749 



Attorneys for Applicant(s) 



Alan A. Limbach 

DLA Piper Rudnick Gray Gary US LLP 

2000 University Avenue 

East Palo Alto, CA 94303-2248 

650-833-2433 (Direct) 

650-833-2000 (Main) 

650-833-2001 (Facsimile) 

alan.limbach@dlapiper.com 
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APPENDIX 

1 . An implantable tissue approximation device comprising: 

a supportive backing having a front side, a back side, and at least one through-hole 
formed therethrough; and 

at least one attachment point extending from the front side of said backing in a non- 
orthogonal manner. 

2. The tissue approximation device of claim 1 wherein said backing has a shape in 
the form of a character selected from the group consisting of C, H, I, L, T, U, V, A, and Q 

8. The tissue approximation device of claim 1 wherein said backing is configured to 
be flexible. 

1 1 . The tissue approximation device of claim 1 wherein said backing comprises 
porous material. 

12. The tissue approximation device of claim 1 1 wherein said porous material 
comprises a mesh, net, or lattice. 

13. The tissue approximation device of claim 1 wherein said backing comprises a 
solid material. 

16. The tissue approximation device of claim 1 wherein said at least one attachment 
point includes a shape and direction selected from the group consisting of canted tines, erect 
tines, canted hooks, canted arrowheads, erect barbed tipped tines, canted barbed tipped tines, 
erect arrowhead tipped tines, canted arrowhead tipped tines, erect nail-shaped tines, canted nail- 
shaped tines, and cheese grater-like tines. 

Page 12 of 14 

EM\71 89855.1 
354661-991130 



Appl. No.: 09/816,641 
Docket No.: 2502000-991130 
Appeal Brief 

21 . The tissue approximation device of claim 1 wherein the at least one attachment 
point includes a plurality of attachment points, and wherein the at least one through-hole is 
disposed between the attachment points. 

24. The tissue approximation device of claim 1 wherein the supportive backing is 

rigid. 

25. The tissue approximation device of claim 24 wherein the supportive backing has a 
strength sufficient to set fragmented bones. 

26. The tissue approximation device of claim 1 wherein the at least one through hole 
includes a plurality of through-holes formed through the supportive backing. 

46. The tissue approximation device of claim 1 wherein said device comprises a 
material selected from the group consisting of biodegradable and biological materials. 

47. The tissue approximation device of claim 46 wherein said biological material 
comprises one or more materials selected from the group consisting of collagen, hydroxyapatite 
from natural sources, hydroxyapatite from synthetic sources, bone graft, and any polymerized 
versions or composites thereof 

48. The tissue approximation device of claim 1 wherein said front and back sides are 

curved. 

49. The tissue approximation device of claim 1 wherein said device is configured 
such that it is shapeable intra-operatively for use in a patient's body. 
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50. The tissue approximation device of claim 1 wherein said back side of said 
backing is concave. 

54. The tissue approximation device of claim 26 wherein said at least one attachment 
point includes a plurality of attachment points that are interspersed among the plurality of 
through-holes. 

55. The tissue approximation device of claim 1 wherein said device comprises at least 
one therapeutic agent, 

56. The tissue approximation device of claim 55 wherein said device is impregnated 
with said at least one therapeutic agent. 

57. The tissue approximation device of claim 55 wherein said device is coated with 
said at least one therapeutic agent. 

58. The tissue approximation device of claim 57 wherein said at least one therapeutic 
agent is selected from the group consisting of proteins, pharmaceuticals, genetic material. 
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